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Applicant(s) 
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- r/ie MAIUNO DATE of this communication appears on f/ie covw sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

* tf the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )M Responsive to communication(s) filed on 18 April 2005 . 
2a)l3 This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for fonnal matters, prosecution as to the merits is 

closed In accordance with the practice under £x parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1.4-18.29.32 and 80-141 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 13 Claim(s) 1.4-9.11-18.29.32.81-91.93-96.98-100 and 112 is/are allowed. 

6) 13 Clalmfs) 80.92.97.1 01 -11 1.1 13-1 16 and 118-135 is/are rejected. 

7) 13 Clalm(s) 10.117 and 136-141 is/are objected to. 

8) 0 Clalm(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) 13 The drawlng(s) filed on 1/7/2002 is/are: a)l3 accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) Including the correction is required if the drawing(s) Is objected to. See 37 CFR 1.121(d). 

1 1) n The oath or declaration is objected to by the Examiner. Note the attached Office Action or fonm PTO-152. 

Priority under 35 U.S.C. § 1 1 9 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachnient(s) 

1 ) CD Notice of References Cited (PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) 13 Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date 4/18/05.6/8/05 . 



4) CD Interview Summary (PTO-413) 

Paper No(s)/IVIail Date. . 

5) D Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and TrBdemai1< Office 

PTOL-326 (Rev, 1-04) 



Office Action Summary 



Part of Paper No./Mail Date 20050622 
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Art Unit: 1652 

DETAILED ACTION 
Status of the Application 
Claims 1, 4-18, 29, 32 and 80-141 are pending. 

Applicant's amendment of claims 1, 4, 6-7, 9-1 1, 13-15, 29, cancellation of claims 2-3, 19-28, 
30-31, 33-79, and addition of claims 80-141 in a communication filed on 4/18/2005 are acknowledged. 
Rejections and/or objections not reiterated from previous office actions are hereby withdrawn. 

Information Disclosure Statement 

1 . The information disclosure statements (IDS) submitted on 4/18/2005 and 6/8/2005 are 
acknowledged. The submissions are in con5)liance with the provisions of 37 CFR 1.97. Accordingly, the 
information disclosine statement is being considered by the examiner. 

Claim Objections 

2. Claim 10 is objected to due to the recitation of "orgasm". It should be amended to recite 
"organism". Appropriate correction is required. 

Claim Rejections - 35 USC§112, Second Paragraph 

3. The foUowmg is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the subject 
matter which the appUcant regards as his invention. 

4. Claims 80, 92, 97, 101-111, 113-116, 118-135 are rejected under 35 U.S.C 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

5. Claims 80, 92 (claims 97, 101, 1 1 1, 129 dependent thereon) are indefinite in the recitation of "a 
nucleic acid encoding a upc2-l allele". The tem encompasses a genus of nucleic acids encoding any 
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upc2-l allele. However, as previously indicated, while the term "upcZ-l" is applicable to S. cerevisiae, 
these gene nomenclature may not be applicable to other organisms. As known in the art, genes encoding 
proteins of identical function from different organisms may use different designations. See the teachings 
of Sousa et al. already discussed. For examination purposes, it will be assumed that the term reads "a 
nucleic acid encoding an sterol uptake control transcription factor". Correction is required. 

6. Claims 102-1 1 1 are indefinite in the recitation of "further comprising a vector having the 
first/second/third/fourth exogenous nucleic acid and first/second/third/fourth promoter" for the following 
reasons. The unicellular organism of claim 1, 10, 14, 80, 29, 87, 91, 92 aheady contains a 
first/second/fhird/fourth exogenous nucleic acid and a firsfc^second/third/fourth promoter. Therefore, it is 
unclear if the unicellular organisms of claims 102-1 11 have, in addition to the exogenous nucleic acids 
and promoters aheady present in them, a vector comprising the same exogenous nucleic acids and 
promoters. For examination purposes, it will be assxmied that the term reads "wherein said 
first/second/third/fourth exogenous nucleic acid and first/second/thrrd/fourth promoter are contained in a 
vector". Correction is required. 

7. Claims 113-116, 1 18-121 are indefinite in the recitation of "organism of claim 1 further . 
comprising a second/third/fourth enhancer. . . .activation of the second/third/fourth nucleic acid" because 
there is no firs Vsecond/third/ enhancer or a third/fourth nucleic acid in the organism of claim 1 . The 
organism of claim 1 cannot have a second/third/fourth enhancer if there is no enhancer in claim 1. Also, 
claim 1 cannot have a third/fourth enhancer for a third/fourth exogenous nucleic acid if there is no 
third/fourth nucleic acid in the organism of claim 1. Thus, the recited limitations do not further limit 
claim 1 . In regard to claim 1 13, it is suggested that claim 1 13 be dependent on claim 1 12. Correction is 
required. 

8. Claims 122-135 are indefinite in the recitation of "multicellular organism of claim 
1/10/14/80/29/87/91/92" since the organism of claims 1,10, 14, 80, 29, 87, 91, and 92 is a unicellular 
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organism For examination purposes, it will be assumed that the term "multicellular" reads "unicellular". 
Correction is required. 

9. Claims 130-13 1 are indefinite in the recitation of "wherein at least one exogenous nucleic acid 
conprises an ATG translation initiation codon. . . " for the following reasons. According to the 
specification, the polypeptide of SEQ ID NO: 22 and 383, which are encoded by the polynucleotides of 
SEQ ID NO: 1 and 361, have a methione residue at position 1. Therefore, the exogenous nucleic acids of 
claim 1, i.e. SEQ ID NO: 1 and 361, afready have an ATG translation initiation codon. As such, it is 
imclear as to how claims 130-13 1 further limit claim 1. For examination purposes, it will be assianed that 
claims 130-131 are duplicates of claim 1. Correction is required 

10. Claim 133 and 135 are indefinite in the recitation of "organism of claim 1 wherein the single 
exogenous polynucleotide . . . ." because there is no antecedent basis for the single exogenous 
polynucleotide in claim 1. For examination purposes, it will be assumed that claims 133 and 135 are 
dependent on claim 132. Correction is required. 

Double Patenting 

11. Claims 115, 117-121, 133, 136-141 are objected to under 37 CFR 1.75 as being substantial 
duplicates of other claims as follows: claim 1 15 is a di5)licate of claim 1 16, claim 1 17 is a duplicate of 
claim 1 12, claim 1 1 8 is a duplicate of claim 1 13, claim 1 19 is a diQ)licate of claim 1 14, claim 120 is a 
duplicate of claim 1 15, claim 121 is a duplicate of claims 1 15 and 120, claim 133 is a duplicate of claim 
135, claim 136 is a duplicate of claim 1, claim 137 is a duplicate of claim 1 16, claim 138 is a duplicate of 
claim 10, claim 139 is a duplicate of claim 17, claim 140 is a di^licate of claim 14 and claim 141 is a 
duplicate of claim 18. When two claims in an application are duplicates or else are so close in content 
that they both cover the same thing, despite a slight difference in wording, it is proper after allowing one 
claim to object to the other as being a substantial duplicate of the allowed claim. See MPEP § 706.03(k). 



Application/Control Number: 1 0/04 1,018 
Art Unit: 1652 



Pages 



Allowable Subject Matter 

12. The subject matter of claims 1,4-10, 11-18,29,32,81-91,93-96,98-100, 112, 117, 136-141 
appear to be allowable over the prior art of record 

Conclusion 

13. Applicanfs amendment adding claims 80-141 necessitated the new ground(s) of rejection 
presented in this Office action. Accordingly, THIS ACTION IS MADE FINAL. SeeMPEP 

§ 706.07(a). ^plicant is reminded of the extension of time policy as set forth in 37 CFR 1. 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS from 
the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the mailing 
date of this final action and the advisory action is not mailed until after the end of the THREE-MONTH 
shortened statutory period, then the shortened statutory period will expire on the date the advisory action 
is mailed, and any extension fee pursuant to 37 CFR 1. 136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later than SIX 
MONTHS from the date of this final action. 

14. Certain papers related to this application may be submitted to Art Unit 1652 by facsimile 
transmission. The FAX nimiber is (571) 273-8300. The faxing of such papers must conform with the 
notices published in the Official Gazette, 1 156 OG 61 (November 16, 1993) and 1 157 OG 94 (December 
28, 1993) (see 37 CFR 1.6(d)). NOTE: If Applicant submits a paper by FAX, the original copy should be 
retained by Applicant or Applicant's representative. NO DUPLICATE COPIES SHOULD BE 
SUBMITTED, so as to avoid flie processing of duplicate papers in the Office. 

15. Information regarding the status of an application may be obtained from the Patent ^phcation 
Information Retrieval (PMR) system Status infommtion for published applications may be obtained from 
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either Private PAIR or Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic Business Center (EBC) 
at 866-217-9197 (toll-free). 

16. Any inquiry concerning this communication or earUer communications from the examiner should 
be directed to Delia M. Ramirez whose telephone number is (571) 272-0938. The exanoiner can normally 
be reached on Monday-Friday from 8:30 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor. Dr. 
Ponnathapura Achutamurthy can be reached on (571) 272-0928. Any inquiry of a general nature or 
relating to the status of this appUcation or proceeding should be directed to the recq)tionist whose 
telephone number is (571) 272-1600. 



Delia M. Ramirez, Ph.D. 
Patent Examiner 
Art Unit 1652 
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June 23, 2005 




